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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Status of the Claims 

1. This action is in response to papers filed 28 February 2007 in which claim 1 was 
amended. The amendments have been thoroughly reviewed and entered. 

The previous rejections in the Office Action dated 30 November 2006 are withdrawn in 
view of the amendments. Applicant's arguments have been thoroughly reviewed but are 
deemed moot in view of the amendments, withdrawn rejections and new grounds for rejection. 
New grounds for rejection, necessitated by the amendments, are discussed. 

The examiner for this application has changed. Please address future correspondence 
to Examiner BJ Forman, Art Unit: 1634. 

Claims 1-16 are under prosecution. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of35U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-16 are rejected under 35 U.S. C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 

Claim 1-16 are indefinite in Claim 1 for the recitation "synthesized by mixing per- 
determined amounts of individual chromosomes* because it is unclear whether the recitation 
defines a method step. The nucleic acids used in the method are defines as made from a non- 
cellular chromosome composition. Because the claim merely requires a first population of 2 
nucleic acids, which are made from the composition, it is unclear how, if, or whether the 
syntheses of the composition from which the probes are made further define the method. 
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Claim 1-16 are indefinite in Claim 1 for the recitation "with an array of surface-bound 
polynucleotides" because it is unclear whether the recitation defines the synthesis or the 
contacting. 

Claim 3-5 are indefinite in Claim 3 because it is drawn to binding between the probe 
and chromosome in the non-cellular composition. The method of Claim 1 defines binding 
between the probe a nucleic acids "made from a non-cellular chromosome composition". 
Hence, chromosome binding does not occur in the method. Therefore the chromosome 
binding analysis of Claim 3 lacks proper antecedent basis in Claim 1. 

Claims 4-5 are indefinite in Claim 4. Similar to Claim 3 above, Claim 4 is drawn to the 
presence of chromosomes. However, only nucleic acids made from chromosomes are defined 
in Claim 1. Therefore the chromosomes of Claim 4 lack proper antecedent basis in Claim 1. 
Claim 4 is further indefinite because in is unclear which chromosome is defined by the 
recitation "said chromosome*. 

Claims 4-8 are each indefinite because they define the chromosome composition from 
which the nucleic acids of Claim 1 are made. The method of Claim 1 does not define a 
numerical and/or structural relationship between the chromosomal composition and nucleic 
acids "made" such that the defining limitations defining the chromosomes further define the 
method of Claim 1. For example, the method of Claim 1 merely requires nucleic acids be 
made from a chromosomal composition, the composition synthesized by mixing known 
amounts of chromosomes. However, the claim does not require making nucleic acids from 
each chromosome of the composition. The claim merely requires that the composition be used 
to make the nucleic acids. As such, the number of chromosomes in the composition do not 
further define the method of Claim 1. 

Claim 15 is indefinite for the recitation "chromosome composition probes comprising all 
chromosomes" because it is unclear whether "comprising all chromosomes" defines the probes 
or the chromosome composition. 
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Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a 
printed publication in this or a foreign country, before the invention thereof by the applicant for a 
patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

5. Claims 1-16 are rejected under 35 U.S.C. 102(a) as being anticipated by Lucito et al 
(Genome Research, published 15 September 2003, 13: 2291-2305). 

Regarding Claim 1, Lucito et al disclose a method of assessing a surface-bound probe 
(Abstract), the method comprising contacting first and second labeled populations of nucleic 
acids with the surface bound probes and evaluating the binding of the probes to the labeled 
populations (pages 2295-2298, Fig. 2-3). Lucito teach the method wherein labeled population 
is made from non-cellular chromosome composition synthesized by mixing predetermined 
amounts of individual chromosomes (page 2304, first paragraph). 

Regarding Claim 2, Lucito et al disclose the method wherein the labeled populations 
are distinguishably labeled (page 2304, first paragraph). 

Regarding Claim 3, Lucito et al disclose the method wherein the test and reference 
population bind to the same surface-bound probe (Fig. 3-4). 

Regarding Claim 4-5, Lucito et al disclose the method wherein the chromosomes of the 
composition are present in a pre-determined ratio of whole numbers e.g. X-chromosome (Fig. 
3D): 

Regarding Claim 6, Lucito et al disclose the method wherein the chromosomes are 
human (pages 2295-2298, Fig. 2-4). 



J 
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Regarding Claims 7-8, Lucito et al disclose the method wherein at least one 
chromosome of the composition is at a level not naturally occurring in nature (i.e. aneuploid) 
and the composition comprise all chromosomes i.e. 1 through Y (Fig. 2). 

Regarding Claim 9, Lucito et al disclose the method wherein the surface-bound probe 
is an oligonucleotide (page 2303, right column). 

Regarding Claim 10, Lucito et al disclose the method further comprising isolating 
chromosomes from mammalian, cells to provide the chromosomal composition (page 2295, right 
column, first full paragraph). 

Regarding Claim 11, Lucito et al disclose the method of Claim 1 wherein candidate 
probe are evaluated for use in array-base hybridization (Abstract, pages 2293-2298). 

Regarding Claim 12, Lucito et al disclose the method wherein the probe that binds to 
the first and second population corresponds to the level of chromosomes in the compositions 
(pages 2293-2298). 

Regarding Claim 13, Lucito et al disclose the method wherein the chromosome is a 
predetermined chromosome e.g. X (Fig. 3D). 

Regarding Claim 14, Lucito et al disclose the method wherein the array comprises a 
plurality of different probes (page 2293, left column and page 2302, right column). 

Regarding Claim 15, Lucito et al disclose the method wherein the chromosome 
composition comprise all chromosomes (page 2293, left column and page 2302, right column). 

Regarding Claim 16, Lucito et al disclose the method further comprising identifying 
probes suitable for use in array-based comparative hybridization (Abstract, page 2293 and 
page 2302, right column). 

6. Claims 1-9, 11, 14, 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Buchard (WO 01/06013, published 25 January 2001). 
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Regarding Claim 1 , Buchard discloses a method of assessing a surface-bound probe 
(Abstract), the method comprising contacting first and second labeled populations of nucleic 
acids with the surface bound probes and evaluating the binding of the probes to the labeled 
populations (Claims 1-19, Fig. 1). Buchard teaches the method wherein labeled population is 
made from non-cellular chromosome composition (i.e. genomic DNA, page 14, lines 15-28) 
synthesized by mixing predetermined amounts of individual chromosomes (i.e. the target 
nucleic acids are synthesized enzymatically from samples present in known amount or 
abundance, pages 27-35). 

Regarding Claim 2, Buchard discloses the method wherein the labeled populations are 
distinguishably labeled (page 35, lines 34-36). 

Regarding Claim 3, Buchard teaches the method wherein the test and reference 
population bind to the same surface-bound probe (pages 36-37). 

Regarding Claim 4-5, Buchard teaches the method wherein the chromosomes of the 
composition are present in a pre-determined ratio of whole numbers (page 14, lines 15-28). 

Regarding Claim 6, Buchard teaches the method wherein the chromosomes are human 
(page 15, lines 21-24). 

Regarding Claims 7-8, Buchard discloses the method wherein at least one chromosome 
of the composition is at a level not naturally occurring in nature and the composition comprise 
all chromosomes (e.g. deletion strain from a bacterial cell, page 15, lines 16-20). 

Regarding Claim 9, Buchard discloses the method wherein the surface- bound probe is 
an oligonucleotide (Abstract). 

Regarding Claim 1 1, Buchard discloses the method of Claim 1 wherein candidate probe 
are evaluated for use in array-base hybridization (Abstract). 

Regarding Claim 14, Buchard discloses the method wherein the array comprises a 
plurality of different probes (Abstract). 
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Regarding Claim 16, Buchard discloses the method further comprising identifying 
probes suitable for use in array-based comparative hybridization (Abstract, page 2293 and 
page 2302, right column). 



Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are . such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

8. Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Snijders et 
al (Nature Genetics, 2001, 29: 263-264) in view of Buchard (WO 01/06013, published 25 
January 2001). 

Regarding Claims 1-16, Snijders et al teach a method of assessing probes on a support 
by contacting the probe with labeled nucleic acids made from test and control chromosome 
samples (Fig. 1) wherein the chromosomes are human, present in a predetermined amount 
(genome wide screening of tumor cells compared to normal. Snijders et al teach the method 
very similar to that claimed but are silent regarding the evaluation and/ or analysis of the 
surface bound probes. However, this technique was well known and routinely practiced in the 
art of probe selection as defined by Buchard (as cited above). Buchard also teach the method 
of probe screening against defined target populations (control and test) provides probes that 
are optimized for sensitivity and specificity for a target. It would have been obvious to one of 
ordinary skill in the art at the time the claimed invention was made to apply the probe 
evaluation of Buchard to the chromosomal targets of Snijders. One of ordinary skill in the art 
would have been motivated to do so for the expected benefit of obtaining probes that are 
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optimized for sensitivity and specificity for targets (e.g. chromosomes) of interest as taught by 
Buchard (Abstract) . 



Conclusion 

9. No claim is allowed. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BJ Forman whose telephone number is (571) 272-0741. The 
examiner can normally be reached on 6:00 TO 3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in 
the Patent Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



BJ Fo 
Primary Examiner 

Art Unit: 1634 
August 30, 2007 




